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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 19 November 2007 . 
2a)I3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-3 and 5-11 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1-3 and 5-11 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)\J Some * cQ None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3.0 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Pa P© r No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) d Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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AMENDMENT ENTRY 

Amendment of 11/19/07 has been entered. Claims 1-3 and 5-11 are pending. 
Claims 1-3 and 5-1 1 are under examination. 



CORRECTIONS REGARDING PREVIOUS OFFICE ACTION 

The following corrections pertain to the previous Office action: 

At page(s) 5, 7 lines from bottom, "1-2, 4 and 9" should have read as -1-2, 4, 6 
and 9-. 

At page(s) 5, 4 lines from bottom, "DePhillips" should have read as -Wu--. 

At page(s) 6, line 1 "(both values shown in Fig 2)" should have read as -(see 
values of 72 and 1 73 shown in Table 1 )-. 



OBJECTION(S)/REJECTION(S) OF RECORD WITHDRAWN 

The amendment has overcome previously stated issues as follows: 
The objection to the specification. 

The rejection of claim(s) 2, 7 and 8 under 35 USC 112, 2 nd paragraph. 

The prior art rejection of claim(s) 1-2, 5-7 and 9 based upon Scholz et al. The 
reference does not state the ligand density of any of the adsorbents studied. The 
adsorbents of this reference were prepared in the authors' own laboratory (pp 190-192). 
There is thus no standard reference which one could consult in order to determine what 
might be the inherent ligand density of any of the adsorbents. 

The prior art rejection of claim(s) 1-3, 6 and 9 based upon DePhillips et al. It is 
noted that the Sulfopropyl adsorbents shown in Table 1 have an ionic exchange 
capacity outside of the range recited in amended claim 1 . The carboxymethyl 
adsorbents shown in Table 1 have an ionic exchange capacity that overlaps the upper 
end the range recited in amended claim 1 . It is taken that this overlap does not point out 
the instantly recited range with sufficient specificity to anticipate or render obvious the 
method of claim 1 . See MPEP 21 03.03, part II. 

The prior art rejection of claim(s) 1-3 and 5-9 based upon Ramage et al, since 
the reference is silent about ligand density. 
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MAINTAINED REJECTION(S) UNDER 35 USC 112, SECOND PARAGRAPH 

Claims 1-3 And 5-11 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claim 1 , the phrase "in the absence of added ionic component that 
competitively binds the adsorbent" is indefinite, because one does not know if a) the 
"added ionic component" is one the competes with the "selected ionic component" for 
binding to the adsorbent, b) the "added ionic component" is one the competes with 
some unrecited undesired/non-selected ionic component for binding to the adsorbent, or 
both a) and b). 

MAINTAINED REJECTION(S) UNDER 35 USC 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this Office 
action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-2, 4, 6 and 9-1 1 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Wu et al (Jour. Chromat. 1992). 

The rejection of Claims 1-2, 4, 6 and 9 was explained in the action of 5/14/07. 
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Though dependent claim 6 was not listed as rejected, in the last full para, at 
page 5, claim 6 was indicated as being anticipated by the reference, in the first full para, 
of page 6. 

Regarding new claims 10-11, it was previously noted that a carboxylate ligand 
density of 173 umol/g (see value of 173 in Table I) would correspond to a density of -26 
umol/ml. This calculated value of -26 umol/ml is above "about 20" recited in claim 10 
and is encompassed by "about 30" in claim 1 1 . 

Applicant has urged that the reference cannot be applied because Wu et al did 
not bind the ionic component (e.g. lysozyme) to the cation-exchange adsorbent "in the 
absence of an added second ionic component that competitively binds the adsorbent" 
(wherein the added second ionic component would be, for example a Na+ salt). The 
Office will maintain the rejection over this argument on two grounds. 

1) While Wu et al show experiments in which there is an added second ionic 
component that competitively binds the adsorbent (e.g. in Table II, even the lowest ionic 
strength studied was 0.16, which was obtained by using a buffer mixture containing 
25% B (Buffer B is 0.01 M Na Phos-0.2M Na Sulfate, as disclosed at p 8, col. 2), it is 
taken that then only common sense reading of the experiments shown in Figs. 1 and 2, 
in which "ion exchange capacity" was determined, is that Buffer B is 0%. Note that the 
legend to Fig. 1 refers to "phosphate buffer" rather than to any mixture of sodium 
phosphate and sodium sulfate. If Buffer B is not 0%, how the does one determine "ion 
exchange capacity" in the presence of an added second ionic component (i.e. sulfate) 
that competitively binds the adsorbent? 
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2) Even if the Wu et al reference did only show experiments in which there is an 
added second ionic component that competitively binds the adsorbent, the reference 
would still anticipate. This is because claim 1 can be read such that the recitation of "in 
the absence of an added second ionic component that competitively binds the 
adsorbent" need not referee to the conditions of the claimed method but, rather, as a 
mere description of how the ionic adsorbent would act under conditions in which there is 
no added second ionic component that competitively binds the adsorbent. 

NEW REJECTION(S) UNDER 35 USC 112, SECOND PARAGRAPH 

Claim 5 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

In claim 5, it is not clear if the one of the "two ionic components" that is not bound 
to the adsorbent is the same as the "second ionic component" of base claim 1 . 

NEW REJECTION(S) UNDER 35 USC 112, FIRST PARAGRAPH 

Claims 10-1 1 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. In each of claims 10-11, all recitations of 



Application/Control Number: Page 6 

10/521,730 

Art Unit: 1644 



"about" constitute new matter, since there are no corresponding recitations of "about" at 
specification page 3, line 17. 



FINALITY 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

CONTACTS 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David A. Saunders, whose telephone number is 571- 
272-0849. The examiner can normally be reached on Mon.-Thu. from 8:00 am to 5:30 
pm and on alternate Fridays. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eileen O'Hara, can be reached on 571-272-0878. The fax phone number for 
the organization where this application is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Typed 2/5/08 DAS _ y 




DAVID A. SAUNDERS 
PRIMARY EXAMINER . 



